Chapter 20

RESEARCH AND DEVELOPMENT
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20-1, Policy

(1) The fundamental policy of the Navy
Medical Department oncoun‘u and supports
research and development (R&D) {in medical,
" dental, nursing, and allied sciences. This
RAD 15 dfrected at the solutfon of problems
affecting the health, safety, selection and
efficiency of Navy and MNarine Corps
personnel.

20-2. Departmental Responsibilities

{1) General.-The Assistant Secretary of
the Nav for Research, Engineering and
Systems {ASI (RE&S)), under direction of the
Secretary of the Navy, exercises
responsibflity for Department-w ide
supervision of all research, development,
engineering, testing, evaluatfon of
efforts, and appropriations management. The
principal advisors for support and
assistance are: The Director of Research,
Development, Test and Evaluation (RDTAE} for
the Chief of Naval Operations; the Deputy
Chief of Staff, Research, Development and
Systems (RDAS), Marine Corps; the Chief of
Naval  Research; the Chief of MNaval
Technology; the Commander, Naval Medical
Command; and SECNAYV-Designated Project
Managers, The interpretation and
prosulgation of DOD polfcfes and procedures
by the Secretary of the Navy or ASN (REAS)
provide the framework for planning and
implementing the ROTAE progras. Full
responsiveness of the RDTAE program to Navy
needs 1s ensured through the coordination of
the above prinictpal advisors (SECNAVINST
5430.67 series).
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(2) Medical Department.- Under the policy
guidance of the Director, Naval Medicine and
the direction of the Naval Medical Command,
the menagmment and coordination of the RDTAE
programs of ths Medical Department of the
Navy are the responsibility of the Naval
Medical Research and Development C(Command
(NMROC) .

(3) Naval Medical Command.

(a) The Deputy Commander for Fleet
Readiness and Support is responsible for the
overall management of Research and
Development matters. The Naval Medical
Command:

(n Identifies, def ines, and
cammunicates requirements for medical ROTSE
consistent with higher authority.

(2) Assesses and oversees the ROT&E
programs to ensure responsiveness to defined
requirements.

(3) Monitors and coordinates
Medical Department respons ibilities
concerning the use and protectifon of human
subjects utilized in studies conducted under
the auspices of the Departmant of the Navy,

(4) Exercises comsand
responsibility over the Naval Medical
Research and Development Command.

(4) Naval Medfcal Research and
Development Command (NMRDC).-

(a) The Commanding Officer of the
Naval Medfcal Research and Development
Command serves as an advisor to the
Director, Naval Medicine and Commander,
Naval Medical Command,

{(b) The direct management and
coordination of the Navy Medical Department
ROT4E program {s carrfed out by the Naval
Medical Research and Development Command.
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The Naval Medical Research and Development
Command:

(1) Commands and provides mission
support for -the Navy Medical DOepartment
research ‘and development laboratories and
activities,

(2) Directs, plans, prograas,
budgets, and documents Navy Medical
Depar tment RDTAE efforts in response to Navy
and Marine Corps RDOTAE requirements.

(3) Recommends the qualifications,
procurement, tratning, assignment, and
dfstribution of research and development
personnel,

(4) Provides professional wmedical
and dental technical guidance fn the
planning of Navy and Marine Corps RDTSE on
weapons systems, Jife support systems and
personnel protection.

(5) Coordinate research efforts
with other Navy commands and offices, other
Government agencies, civilian organizatfons,
and foreign governments.

20-3. Scope

(1) MNedical Department research and
development programs shall be organfzed to
support Navy, Marine Corps, and Medical
Departaent missions and shall be directed
toward f{mproving and protecting the health
and performance effectiveness of Navy and

Marine Corps personnel {in operatfonal
environments.
(2) Medical Department research,

development, testing, and evaluation (RDTAE)
shall address medical requirements
Bro.ulgatod by the Chief of Naval
perations, the Commandant of the Marine
Corps, the Chief of Naval Research and the
Chief of Naval Technology, following
validation by the Director, Naval Medicine.
To meet these requirements and objectives, »
broad program of RDTRE shall be maintained
in the basic and applied sciences, with
major emphasis placed on problems of combat
casualty care, performance effectiveness,
decompressfon sickness and diver health,
disease prevention and control, and
occupational hazards in naval environments.

20-4. Professional Personnel! Assignments

(1) The Navy Medical Department sponsors
research programs {n aviation medicine,
diving medicine, submarine medicine, fleet
health care, fleet occupatifonal health,
i{nfectious diseases, oral and dental health,
human performance, and electromagnetic
radiattfon. Research efforts under these
programs are conducted at U.S. Navy medical
research laboratories located within the
contiguous U.5., as well as at selected
overseas locations, Personnel of the
Medical Corps, Dental Corps, Medical Service
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Corps, and Nurse Corps are encouraged to
contact their appropriate detaflers
regarding assignment possibilitfes within
the Navy biomedical resesrch and development
community. Qualified personnel will De
given guidance and aid in secur ing
assfgnments, contingent upon availability of
billets and requirements in given programs.

20-5, Progras Mamagement

(1) Structure.-The technical and
administrative management of medical ROTAE
1s accomplished within the planning, pro-
gramming, and budgeting system. Under this
system, ROTSE 1s categorized under DOD Pro-
gram VI, Research and Development, and is
divided into five broad categorfes:
T-Research, 2-Exploratory Development,
J-Advanced Development, 4-Engineering
Development, and 5-Management and Support.

(2) Categories.- Programs are conducted
under the following categories:

(a) Category 1, Research, 1includes
efforts directed toward enhanced knowledge
of medical and behavioral sciences, and the
solution of problems assocfated with these

sc fences. It provides the base for
subsequent exploratory and advanced
development,

(b) Category 2, Exp loratory
Development, fncludes efforts directed

toward the solutfon of specific military
problems, short of wmajor developmnt
projects. This type of effort may vary from
fundamental applied research, to wminor
development efforts. The dominant
characteristic of this category {s that it
addresses specific military problems with a
view toward developing and evaluating the
feasibility and practicability of proposed
solutfons.

(c) Category 3, Advanced Development,
includes efforts relating to the design of
equipment, wmaterials, or procedures for
subsequent test and evaluation, but does not
necessarily assure their operational
usefulness, technical feasibility, or
financial acceptability.

(d) Category 4, Engineering
Development, includes those projects being
engineered for service use but that have not

yet been approved for procuremsant or
operation, Efforts in this category will
include a determinatfon of operational

usefulness, acceptability, and cost.

{e) Category 5, Management and
Support, provides facilities and
installatfon support for research and
development activities, and managerfal and
planning support at NMRDC. This category
provides funds for the {indirect cost of
research and development and other
Taboratory costs not directly related to
specific research efforts. Included are
costs for operation and maintenance, minor
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construction and alteration, administratives
upport, and general purpose scientific
equipment,

(3) Projects and Task Areas.- Projects,
task areas, and tasks for medical RDTAE will
be established fn a manner consistent with
the requirements specified 1in paragraph
20-3(2) above.

(4) WMork Units.-Mork wunits wunder the
above projects, task areas, and tasks will
be assigned efther to activities directly by
NMRDC or as approved research and
development proposals submitted by the
activittes,

(a) Proposals for Navy medical ROTAE
support shall be submitted to NMRDC by the
performing activities,

{(b) Proposals shall be submitted on
the Research and Technology VWork Unit
Susmary, 0D Form 1498, 1n accordance with
DOD Directive 3200.12 series and annual
ifmplementing guidance provided by NMRDC.

“(¢) *hc selection and approval of
medical RDTSE proposals will be based on
prograa objectives and operational
requirements, immediacy of need, operational
impact, experfence and competence of the
investigators, scientific merit, availa-
bil1ty of facilities and funds, and
probability of success, Tlevel of effort
outs fde the Navy, and the spec fal
opportunfties that may be offered by the
Tocation and environsent of particular
facilities. Programs are reviewed systemati-
cally by {in-house scientific advisory
committees and NMRDC program managers, and
by the Joint Technology Coordinating Groups
of the Armed Services Biomedical Research
Evaluation and Management Committee. A
variety of ad hoc mechsnisas are also
employed, {including bdut not 1limited to
external peer review groups, technical
workshops and program or resources sponsor
reviews,

(5) Reporting Requiremeants,-

(a) Management Reports.-NMRDC requires
regular progress reports on work units under
its  wanagement respons ibility. Interin
progress reports are required annually on
all active work units., Fin*1 reports are
required at the earlifest practicable time on
completion or termination of work units.

{b) Technical/Scientific Reports.-

(1) In accordance with SECNAVINST
3900.29 series, a DD Form 1473, Document
Control Data-R&D, shall be completed and
included as the last page of each copy of
311 technical/scientific raeports, including
those submitted 1{n reprint forsm. The
instruction sheet that 1s attached to DD
Fora 1473 should be consulted for
information about preparation of the form.

(2) Twelve copies of wunclassified
technical/scientific reports shall be
submitted to the Defense Techntcal
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Information Center (DTIC) accompanied by a
DTIC Form 50, ATl copfes of reports
submitted shall {nclude an appropriate
distribution statement 1in accordance with
NAYMATINST 5200.29 serfes. Three copies of
all technical/scientific reports shall also
be submitted to NMRDC. Reproduction of
published articles will conform to existing
Federal cog right laws and regulations,

({ Technical/scientific reports
shall be classified 1n accordance with
OPNAVINST 5510.1 series, Department of the
Navy Information Security Program. A
recommended distribution 1ist for each
classiffed report shall be submitted to
NMRDC for review and approval prior to
distribut fon.

(4) To ensure uniform compliance
with established Navy policy and security
regulations, a1l wmedical RA&D technical/
sctentiffc reports, speeches, and any other
material planned for publfc dissemination,
shall be cleared by the commanding officer
of the performing activity and should be
consistent with current guidance provided by
article 1116 of NAVREGS and OPNAVINST 5510,1
series fn reviewing wmaterfal for pubdblic
disclosure. If a clearance determination
cannot be made at the command Tevel, the
material should be submitted to NMRDC for
review and decisiton.

20-6. Independent Ressarch Program

(1) Objective.-The principal objective of
this program 1{is to enable laboratories to
expand basic research capabilities, Through
this program, highly competent investigators
are encouraged to initate new and
challenging work that may ultimately enhance
regular laboratory programs or lead to
{nnovative long-term efforts,

(2) Funds.-Subject to the current
avaflability of funds, NMRDC will provide
Navy medical ROT&E Tlaboratorfes with funds
to conduct I{ndependent research, These
funds, being allocated in addition to those
used to support other approved or assigned
work units, will provide flexibility for the
{nvestigation of new ideas generated during
the year, Primarily, i{ndependent research
funds are to augment technical competence
and be used for work that has clear Navy
relevance. These funds shall not be used to
compensate for other approved programs'
deficits or as a substitute for previously
rejected research proposals,

(3) Controls.-NMRDC approval {s required
for research undertaken with these funds,
but projects are fnitiated by investigators
and should address i{nnovative new work that
has Navy relevance. This research must
conform to the policy guidance {indicated in
(20-7) and (20-8).,
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Research projects will have a J-year
limitation, after which the research will be
considered completed, terainated, or
appropriate for funding in other research
programs.

?4) Management Reports.-Annual progress
reports on work sponsored under the
Independent Research Program shall be
submitted in accordance with NAVMATINST
3920,3 series and specific guidance issued
annually by NMRDC. A DD 1498 (°NEW®) will
be forwarded to NMRDC for assignment of a
work wunit number and submittal to the
Defense Technical Information Center.

20-7. Use of Human Volunteers in Medfcal
Research

(1) Authority.-SECNAVINST 3900.39 series

prescribe Navy policies and procedurss
ovarning the use of human volunteers fin

301;: projects. These {instructions shall be
followed for any wmedical resesrch and
development efforts involving use of human
volunteers,

(2) Records.-Medical research documenta-
tion and records sust be filed and retained
in accordance with the provisfons of
SECNAYINST 3900.39 serfes.

20-8, Use of Animals tn Nedical Research

(1) Authority.-DOD Directive  3216.!
series and fmplementing SECNAVINST 3900.38
series establish policfes and procedures
governing the responsible use, humane caire,
and review of the use of animals {in RDT&E
progranms, These instructions shall be
followed for any biomedical research and
development efforts involving the use of
animals,

(2) Personnel and Technfcal Assistance,-
BUMEDINST 6401.1 serfes delineates the
policies governing wmilitary veterinary
medica’ s%nrort for Naval activities.
SECNAVINST 00.38 series assfigns NAVYMEDCOM
the responsibilities of coordinating and
overseeing the use of anfmals by the Naval
Establishment, and the Assistant for
Yeterinary Medicine (Code O02E) NAYMEDCOM,
will provide specifalized assistance as
needed,
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20-9. Use of Investigational Items Under
Federal Food and Drug Adainistration
Control

(1) Authority for Navy Medical Department
activities or contractors supported by the
Navy Medical Department to conduct clinical,
laboratory, or field trials of drugs or
bfologicals covered by the Federal Food,
Drug, and Cosmetic Act must be obtained from
NAVMEDCOM 1n accordance with the provisions
of NAVMEDCOMINST 6710.4 serfes.

(2) Complianee with SECNAVINST 3900.39
series is also required when human
volunteers participate 1{in Navy Medical-
Department-sponsored RDTAE 1investigations
using FDA-controlled materfals.

20-10. Resident Assoclateships

(1) NMRDC, {in cooperation with the
National Research Council, National Academy
of Scfences, and the Nationmal Academy of
Engineering, offers numerous opportunities
for postdoctoral research to qualified
civilfan biomedical scientists and
bioengineers {in areas of major concern to
the scientific and technological community.
Within the fields of aerospace, submarine,
diving, preventive medicine, oral health,
and the behavioral scfences, NMRDC
scientists seek to define potential medical
hazards facing man 1n naval systems, and to
devise methods and procedures to counteract
them; thus ensuring maximum effectiveness 1in

underwater, surface, and aerospace
environments,
(2) Resident Research Associateship

awardees may be offered appointments by the

Natfonal Research Council (NRC). Avard
applications will be received by the NRC
Assocfateship Office and evaluated on a
competitive basis by special NRC panels of
scfentists and engineers. Each applicant is
responsible for formulating a specific
research plan on a problem related to NMRDC
current program fnterest, and which program
the applicant wishes to investigate.
Individuals having research fnterests
relating to one or more of the opportunities
described fn this chapter are advised to
communfcate directly with NMRDC for further
information.
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